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^fcOSTcN^sw) The methW of Claim ^. wh««n the p«c„c^M p«eursoi5 of pmstate adenocareinoma is 

3 

g^m^-i TUB method accoriiiig u, QaimXwi^ein said sobject k^o tenign prostatic hyperplasia, or ao 
abnormally high level of drcnlating prostate qjedfic antibody (PSA). 

(New) The method acceding to any of Qaims^^ wh«^eb aaid pharmaceutical pn^on fiather 

corapxiacs a pharnwiceatically acceptable cairier , 

^ ^(New) The method according to Claim^^erein said carrier is sele«ed from the group consisting of a 
gum, a starch, a sugar, a eelliilosic material, oi mixtures thereof. 

:^ew) The meftod according to any of Claims jkr^eiein said selective estrogen receptor tBodulator 
(SERM) is admrniatEredsubcutaneoosly. orally, intravenously, intiaarteriaUy, intnumiscularly, or topically. 

method according to Qaim^ ^by said subcutaneous ad^mstrBtion is by implanting in 
said subject a pellet containing said pharmacentical preparation. 

/ (New) n,e method according to Claim/T wherein said pellet provides for cootoUed release of said 




phannacfcudcal pr^aration over a period of riTn^ 



Ml 



administration is by intravenously. intraartcriaUy. or intramuscularly injecting in said subject said 
phammccutical preparatian in a liquid fonn. 

I ^ (New) The method accordmg to Qaim^ filereby said oral administration is by oraUy administenmg to 
said subject in a liquid or solid preparation containing said pharmaceutical pieparatioo. 

\ ^ (New) The method according to Claim '^eby said topical administration is by applying to skin 
surface of said subject said pharmaceutical preparation. 

^ (N.W) The method according to Cbum^Cein said pharmaceutical pn^aiion is sclc«ed from the 

group comristiog of a peDet, a tablet, « capsule, a solution, a suspension, an emnlsion. an elixir, a gel, a 

crcazn, and a suppository, 

(New) The method «xordmg to Claim/ wherein said suppository is a rectal suppository or a urethral 

suppository. 

/r. (New) The method according m Qaim ^, whenrin said ph*maceutical prcpa«aon is a parente«l 

fonnulflrion. 
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. The nirthod acconJiiis ro duim^^^ 

comprisinB » complox of said an selective cstrogdi iccepxor 
compotmd. 




talator (SERM) and a cyclodcxtrin 



A 



(New) A method of Suppressing or iiAiWdDg pn:-n«]igDimt l«iom of prostate career of « subject 
comprising: admmistering to the subject a plu™e«tical coinposition comprising an selective estrogen 
receptor modulator (SERM)j ^ a phannaeenticaUy acceptable salt^ ester,, or N^xidcs, or nrixturB. 
thereof, thereby suppxeaaing of iidiibiting the pie-mafiguant leaioas of prostate cancer of the subject 

(New) A method of trc^^ a subject with pte-maligaanl Icdons of prostate cancer comprising th. steps of 
admirusteriog to the subject, a phannaceutical position comprising ao selective esh^gec receptor 
modulator (SERM); and a phaimaceuticaUy accq^table Salts, est^s. or NH>«des. or mixtuxes thcr«f. 
thereby treating the siAject with pre-inalignant lesions of prostate cancer. 




(New) The method of any of Claims 
precursors of prostate adenocarcuKmia. 



erein the pre-malignant lesion is a precancerous 



^jis: (New) TTie method of Qaims^T wherein the precancerous piecursors of prostate adenocarcinoma is 
prostate inlraepithdiaJ neoplasia (PIN). 



^^J«^(New) The method of Claim 
intraepithelial neoplasia (HPIN). 





wbereia the prostate intraepitheKal neoplasia is high prostatE 

f; whereu 



(New) The .ruOhod according to any of ClaimsXor ^Xrein said phannacentical comporiiion further 
CQxnpriscs an aixeptflblc carrier or dilucnL 

T (New) H,e method according to Claim ^ v^herem said earner is selected &om the group conai^dng of a 
gum. a starch, a sugar, a celluiofiic material, or mixtures, thereof. 

^ (New) The method according to any of aaims>/^iLm said selective es,«gcn receptor moduktor 
(SERXl) ,s administered subcutancously. orally, intravenouaiy, intputfteriaUy. in>ramuscuhiiiy. or topically. 







(New) The method according to Claim ^ff, wh'ereby said subeunu«3us administration is by implanting 
said subject a pellet containing said phannacwiiical coniposition. 



in 






. tNev.) The method aecoiding to Oaim/tTwhe^inaaidpeUetpfo^^ 
pharroaccudcal preparation over a period of Dme, 



(New) n,e method according to Claim f^^y said intravenoo.. in«n.-«terial. or 5ntra=„«.»lar 
admnustrauon u by intravenously, intiaarterially. or intramuscularly injecling in said subject said 
pharmaceudcal compoation in a liquid form. 
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Mew; rhe method according to CUim S 
8a,d subject m a liqmd or solid pn^aration containing said pliannaceuticaJ composition. 

^&*:^(New) Th. method accordir* to daizn^^ly ,3^^ topical adnnnistration is by applying u> ^ 
surface of said subject said phannacemical composition. 

V (New) The nv^od ac«.ding u> any of Clain^J^-or ^he^ phannacutic^ con^^rido. is 
. .elated fcon, th. group consisting of a pellet, a tablet, a capsule, a solndon. a suspension, an cnndsio^ an 
elixir, a gel, a crcam^ and a suppositoiy. 

7 OsTew) The method according to Oaim^^^T^em said si^ 
suppositDry. 

(New) The nmthod according to any of Claims^ wherein said pbarmaceutical composition is a 
parenteral fomnilatioQ, 




jsitwy is a rectal suppositmy or a urethrai 





. (New) The method according to ClaimX wherein said parenteral fbrmutetion comprise, a liposoine 
con^nsing a complex of said an selective esirogen receptor cKKlulator (SERM) «nd a cydodextrin 
coii^ouiid.— 



REMARKS 

Claims 1-25 were peeling in the subject Application. Applicants have hareinaboveo^^ claims 1-25 and 
added new claims 26-59. Theiefore, Oaims 26^59 ate now pending. 

Applicants note d^t no amendment made herein are related ,0 ttx statutory requirements of patentability unle« 
e:^pressly stated herein; and no zmendmem made was for the purpose of n^mtjwing the scope of any d«im 
unless AppUcants has argocd herein that such amendment was made ,0 distinguish over a parUcular reference o^ 
combmaaonofrdfcrenceiL Applicants respectfully request entry of the amendment 

Attached hereto is. m^W-up va^on of the changes made to the subject spccific«ion and chums by 
heremabove amendment The attached page is captioned "Verrion With Maririags To Show Changes Made." 

BKfECTION UNDER 3s y.SY^ . im. p o^p^r- 

In .h. Office Action, .be Ex^nine, ejected the aain« under 35 U.S,C. XI2. firs, pa«ecaph, „ ane«dl, 
containing subject matter which was not described in Aespeciflcaiion 



